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SUBCHAPTER D—GRANTS 

PART 50—POLICIES OF GENERAL 
APPLICABILITY 

Subpart A [Reserved] 

Subpart B—Sterilization of Persons in 
Federally Assisted Family Planning Projects 

Sec. 
50.201 Applicability. 
50.202 Definitions. 
50.203 Sterilization of a mentally competent 

individual aged 21 or older. 
50.204 Informed consent requirement. 
50.205 Consent form requirements. 
50.206 Sterilization of a mentally incom-

petent individual or of an institutional-
ized individual. 

50.207 Sterilization by hysterectomy. 
50.208 Program or project requirements. 
50.209 Use of Federal financial assistance. 
50.210 Review of regulation. 

APPENDIX TO SUBPART B OF PART 50—RE-
QUIRED CONSENT FORM 

Subpart C—Abortions and Related Med-
ical Services in Federally Assisted Pro-
grams of the Public Health Service 

50.301 Applicability. 
50.302 Definitions. 
50.303 General rule. 
50.304 Life of the mother would be endan-

gered. 
50.305 [Reserved] 
50.306 Rape and incest. 
50.307 Documentation needed by programs 

or projects. 
50.308 Drugs and devices and termination of 

ectopic pregnancies. 
50.309 Recordkeeping requirements. 
50.310 Confidentiality. 

Subpart D—Public Health Service Grant 
Appeals Procedure 

50.401 What is the purpose of this subpart? 
50.402 To what program do these regula-

tions apply? 
50.403 What is the policy basis for these pro-

cedures? 
50.404 What disputes are covered by these 

procedures? 
50.405 What is the structure of review com-

mittees? 
50.406 What are the steps in the process? 

Subpart E—Maximum Allowable Cost for 
Drugs 

50.501 Applicability. 
50.502 Definitions. 

50.503 Policy. 
50.504 Allowable cost of drugs. 

Subpart F—Promoting Objectivity in 
Research 

50.601 Purpose. 
50.602 Applicability. 
50.603 Definitions. 
50.604 Responsibilities of Institutions re-

garding Investigator financial conflicts 
of interest. 

50.605 Management and reporting of finan-
cial conflicts of interest. 

50.606 Remedies. 
50.607 Other HHS regulations that apply. 

AUTHORITY: Sec. 215, Public Health Service 
Act, 58 Stat. 690 (42 U.S.C. 216); Sec. 1006, 
Public Health Service Act, 84 Stat. 1507 (42 
U.S.C. 300a–4), unless otherwise noted. 

SOURCE: 43 FR 52165, Nov. 8, 1978, unless 
otherwise noted. 

Subpart A [Reserved] 

Subpart B—Sterilization of Persons 
in Federally Assisted Family 
Planning Projects 

§ 50.201 Applicability. 
The provisions of this subpart are ap-

plicable to programs or projects for 
health services which are supported in 
whole or in part by Federal financial 
assistance, whether by grant or con-
tract, administered by the Public 
Health Service. 

§ 50.202 Definitions. 
As used in this subpart: 
Arrange for means to make arrange-

ments (other than mere referral of an 
individual to, or the mere making of an 
appointment for him or her with, an-
other health care provider) for the per-
formance of a medical procedure on an 
individual by a health care provider 
other than the program or project. 

Hysterectomy means a medical proce-
dure or operation for the purpose of re-
moving the uterus. 

Institutionalized individual means an 
individual who is (1) involuntarily con-
fined or detained, under a civil or 
criminal statute, in a correctional or 
rehabilitative facility, including a 
mental hospital or other facility for 
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the care and treatment of mental ill-
ness, or (2) confined, under a voluntary 
commitment, in a mental hospital or 
other facility for the care and treat-
ment of mental illness. 

Mentally incompetent individual means 
an individual who has been declared 
mentally incompetent by a Federal, 
State, or local court of competent ju-
risdiction for any purpose unless he or 
she has been declared competent for 
purposes which include the ability to 
consent to sterilization. 

Public Health Service means the Office 
of the Assistant Secretary for Health, 
Health Resources and Services Admin-
istration, National Institutes of 
Health, Centers for Disease Control, 
Alcohol, Drug Abuse and Mental 
Health Administration and all of their 
constituent agencies. 

The Secretary means the Secretary of 
Health and Human Services and any 
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved 
has been delegated. 

Sterilization means any medical pro-
cedure, treatment, or operation for the 
purpose of rendering an individual per-
manently incapable of reproducing. 

[43 FR 52165, Nov. 8, 1978, as amended at 49 
FR 38109, Sept. 27, 1984] 

§ 50.203 Sterilization of a mentally 
competent individual aged 21 or 
older. 

Programs or projects to which this 
subpart applies shall perform or ar-
range for the performance of steriliza-
tion of an individual only if the fol-
lowing requirements have been met: 

(a) The individual is at least 21 years 
old at the time consent is obtained. 

(b) The individual is not a mentally 
incompetent individual. 

(c) The individual has voluntarily 
given his or her informed consent in 
accordance with the procedures of 
§ 50.204 of this subpart. 

(d) At least 30 days but not more 
than 180 days have passed between the 
date of informed consent and the date 
of the sterilization, except in the case 
of premature delivery or emergency ab-
dominal surgery. An individual may 
consent to be sterilized at the time of 
premature delivery or emergency ab-
dominal surgery, if at least 72 hours 

have passed after he or she gave in-
formed consent to sterilization. In the 
case of premature delivery, the in-
formed consent must have been given 
at least 30 days before the expected 
date of delivery. 

§ 50.204 Informed consent require-
ment. 

Informed consent does not exist un-
less a consent form is completed volun-
tarily and in accordance with all the 
requirements of this section and § 50.205 
of this subpart. 

(a) A person who obtains informed 
consent for a sterilization procedure 
must offer to answer any questions the 
individual to be sterilized may have 
concerning the procedure, provide a 
copy of the consent form, and provide 
orally all of the following information 
or advice to the individual who is to be 
sterilized: 

(1) Advice that the individual is free 
to withhold or withdraw consent to the 
procedure any time before the steri-
lization without affecting his or her 
right to future care or treatment and 
without loss or withdrawal of any fed-
erally funded program benefits to 
which the individual might be other-
wise entitled: 

(2) A description of available alter-
native methods of family planning and 
birth control; 

(3) Advice that the sterilization pro-
cedure is considered to be irreversible; 

(4) A thorough explanation of the 
specific sterilization procedure to be 
performed; 

(5) A full description of the discom-
forts and risks that may accompany or 
follow the performing of the procedure, 
including an explanation of the type 
and possible effects of any anesthetic 
to be used; 

(6) A full description of the benefits 
or advantages that may be expected as 
a result of the sterilization; and 

(7) Advice that the sterilization will 
not be performed for at least 30 days 
except under the circumstances speci-
fied in § 50.203(d) of this subpart. 

(b) An interpreter must be provided 
to assist the individual to be sterilized 
if he or she does not understand the 
language used on the consent form or 
the language used by the person ob-
taining the consent. 
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